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DETAILED ACTION 
Status of Claims 

1 . Claims 59-131 are pending. 

Claim Rejections - 35 USC § 112 

2. The rejection of claims 59-78, 88-101, 106, 108-1 16 and 1 19-131 under 35 U.S.C. 112, 
first paragraph, is withdrawn in light of the amendment to the claims filed 2/08/2008. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

4. Claims 59-91 are rejected under 35 U.S.C. 102(e) as being anticipated by Weidner et al. 
(WO 02/02509). Weidner et al. teach a solid oral delivery capsule comprising zinc human 
recombinant insulin and 4-[(4-chloro, 2-hydrozybenzoyl)amino]butanoic acid and a method of 
administering the composition to diabetic monkeys (see Example lg on page 20 for capsule 
preparation and Example 2 on pages 22-24 for delivery), satisfying the structural limitations of 
claims 59-72, and 76-89. Regarding claims 73-75, the dose of insulin is 0.25-0.5 mg insulin/kg 
of monkey. The monkeys ranged in weight from 2-3 kg. Thus, the total dose of insulin was 0.75- 
1.5 mg, which is about 2, 3.8 and 5.75 mg. Regarding claims 90 and 91, the dose of 4-[(4- 
chloro, 2-hydrozybenzoyl)amino]butanoic acid is 25, 50 or 100 mg/kg of bodyweight. Thus the 
total dose was 50-300 mg of 4-[(4-chloro, 2-hydrozybenzoyl)amino]butanoic acid which falls 
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within the range in claims 90 and 91 . Weidner et al. do not teach that the oral dosage form of 
insulin results in the specific effects of administration in diabetic humans recited in claims 59-62, 
64-69, 76-78 or 85-89. Because the chemical structure of the oral solid dosage form of insulin 
taught by Weidner et al. is identical to the claimed invention, Weidner et al. inherently teaches 
the claimed functional limitations. 

5. In traverse of the rejection, Applicant argues that there is not a reasonable expectation 
that the solid oral delivery capsule disclosed in Weidner et al. would necessarily meet the 
additional functional limitations as claimed. Specifically, Applicant argues that the oral dosage 
form taught by Weidner et al. would not necessarily achieve a therapeutically effective reduction 
in blood glucose after oral administration to a human diabetic patient as compared to an 
untreated diabetic patient. This argument is unpersuasive because the prior art composition is 
physically identical to the claimed invention and therefore must possess identical functional 
characteristics. MPEP § 21 12.01 states: "If the composition is physically the same, it must have 
the same functional properties. 'Products of identical chemical composition can not have 
mutually exclusive properties.' A chemical composition and its properties are inseparable. 
Therefore, if the prior art teaches the identical chemical structure, the properties applicant 
discloses and/or claims are necessarily present. In re Spada, 91 1 F.2d 705, 709, 15 USPQ2d 
1655, 1658 (Fed. Cir. 1990)" In the instant case, the prior art reference teaches an oral dosage 
formulation comprising a dose of unmodified insulin and an amount of a delivery agent 4- 
CNAB. Thus, the prior art dosage form is physically identical to the claimed dosage form and 
therefore necessarily possesses the identical functional properties. 
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6. Applicant goes on to argue that Weidner et al. fail to provide sufficient evidence to show 
that the specific claimed effects would necessarily result from oral administration to diabetic 
humans of the oral dosage form of Weidner et al. In support of this position, Applicant notes 
that the animal studies described in Weidner et al. were not performed on diabetic animals or 
even on animals with impaired glucose tolerance, and that Weidner et al. did not disclose any 
analysis of administration of the composition to any other animal subjects or suggest the 
suitability of the composition for the administration to diabetic humans. MPEP § 21 12 states 
that the "discovery and characterization of properties of a known material do not make it novel." 
Applicant's discovery that the claimed composition can achieve a therapeutically effective 
reduction in blood glucose after oral administration to a human diabetic patient does not 
distinguish the invention over the prior art of Weidner et al. which teaches that the physically 
identical composition lowers blood glucose levels in non-diabetic animals. Applicant argues that 
the reference is silent as to the effects of such administration upon diabetic animals and is silent 
as to the comparative effects of the composition on diabetic rats or monkeys. This argument is 
not persuasive because it is not necessary for the prior art to explicitly teach all functional effects 
of a claimed composition in order to anticipate the claim. MPEP § 21 12 states "Furthermore, 
there is no requirement that a person of ordinary skill in the art would have recognized the 
inherent disclosure at the time of invention, but only that the subject matter is in fact inherent in 
the prior art reference." In the instant case, the functional effects of the composition are a 
property that is inherent to its physical structure. Because the compositions of the prior art and 
the claims are identical, the functional effects are identical. Claims 59-91 are drawn to 
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compositions, not to methods. Therefore, the fact that Weidner et al. is silent as to 
administration of the composition to diabetic humans is insufficient to overcome the rejection. 

7. Applicant goes on to argue that there is no reasonable expectation that the composition 
disclosed in Weidner et al. would inherently teach the functional limitations of the claims, that 
the prior art reference fails to provide sufficient basis in fact or technical reasoning to support the 
determination, and fails to make clear that the missing descriptive matter is necessarily present in 
the thing described in the reference, and that the case for inherency has been established by 
probabilities or possibilities. This is unpersuasive. The technical reasoning that the functional 
limitations are inherent to the teaching in the prior art is that the composition in the prior art is 
physically identical to the composition in the claims and therefore must possess identical 
functional properties. Applicant has presented no evidence that a composition that is structurally 
identical to the claimed composition could fail to possess identical functional properties. 

8. Applicant goes on to argue that the case of inherency is merely an invitation to 
investigate and that the prior art reference discloses no more than a broad genus of potential 
applications of its discoveries. Specifically, Applicant argues that the prior art reference merely 
invites further experimentation to find out how the described oral solid dosage form would 
perform when administered to diabetic humans in comparison to non-treated diabetic human 
subjects. This is unpersuasive. Claims 59-91 are drawn to compositions, not to methods. 
Therefore, the fact that Weidner et al. is silent as to administration of the composition to diabetic 
humans is insufficient to overcome the rejection. 

9. Finally, Applicant argues that the prior art reference must be sufficiently described and 
enabled in order to anticipate the claims and that in the instant case, the prior art composition of 
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Weidner et al. is not enabled for administration to diabetic humans. Applicants present a 
declaration from Dr. Shingai Majura which argues that it would require undue experimentation 
for one of skill in the art to determine how a particular composition would perform when 
administered to diabetic human subjects in comparison to untreated human subjects based upon 
knowledge of how the composition performs when administered to non-diabetic animal subjects. 
This is unpersuasive. The prior art is replete with examples of the treatment of diabetic humans 
with insulin compositions. Drawing on the knowledge of the art and the guidance presented in 
the Weidner et al. reference, the skilled artisan could, through routine experimentation, adapt the 
composition for administration to diabetic humans. 

10. For these reasons, the rejection of claims 59-9 1 is maintained. 

Claim Rejections - 35 USC § 103 

11. The rejection of claims 92-131 under 35 U.S.C. 103(a) as being unpatentable over 
Weidner et al. (WO 02/02509) is withdrawn. Applicant has provided evidence in this file 
showing that the invention was owned by, or subject to an obligation of assignment to, the same 
entity as WO 02/02509 at the time this invention was made. Therefore, reference WO 02/02509 
is disqualified as prior art under 35 U.S.C. 103(c). 

Double Patenting 

12. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
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USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

13. A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

14. Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

15. Claims 92-13 1 are provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-29, 33-38 and 40-59 of copending 
Application No. 10/541,433. Although the conflicting claims are not identical, they are not 
patentably distinct from each other. Specifically, claims 6 and 1 1 of copending Application No. 
10/541,433 recite a method of administering an oral solid formulation of insulin and 4-CNAB (4- 
[(4-chloro, 2-hydrozybenzoyl)amino]butanoic acid) (claim 1 1) to human diabetics (claim 6) at 
bedtime. This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

16. Claims 59-131 are provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-92 of copending Application No. 

1 1/072,941. Although the conflicting claims are not identical, they are not patentably distinct 
from each other. Specifically, copending Application No. 1 1/072,941 claims 65 and 74 each 
recite an oral tablet formulation of insulin and (4-[(4-chloro, 2-hydrozybenzoyl)amino]butanoic 
acid. Copending Application No. 1 1/072,941 claims 83 and 87 recite a method of administering 
this composition to diabetics. This is a provisional obviousness-type double patenting rejection 
because the conflicting claims have not in fact been patented. 
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17. Claims 59-131 are provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 35-39, 42-45, 50, and 55-63 of copending 
Application No. 1 1/204,778. Although the conflicting claims are not identical, they are not 
patentably distinct from each other. Specifically, copending Application No. 1 1/204,778 claims 
42 and 45 each recite an oral tablet formulation of insulin and (4-[(4-chloro, 2- 
hydrozybenzoyl)amino]butanoic acid. Copending Application No. 1 1/204,778 claims 57-63 
recite a method of administering this composition to diabetics. This is a provisional 
obviousness-type double patenting rejection because the conflicting claims have not in fact been 
patented. 

Conclusion 

18. No claims are allowed. 

19. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

20. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christina Marchetti Bradley whose telephone number is (571) 
272-9044. The examiner can normally be reached on Monday through Friday, 9:00 A.M. to 3:30 
P.M. 

21 . If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached on (571) 272-0562. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

22. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
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like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Christina Marchetti Bradley/ 
Examiner, Art Unit 1654 

cmb 



/Cecilia Tsang/ 

Supervisory Patent Examiner, Art Unit 1654 



